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I hereby certify that this correspondence is being 
deposited with the United States Postal Service as 
first class mail in an envelope addressed to the 
Commissioner for Patents, P. O. Box 1450, 
Alexandria, VA 223 1 3-1450 on n 




Signature 
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FOURTH SUPPLEMENTAL 
INFORMATION DISCLOSURE STATEMENT 



Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Sir: 

Pursuant to the duty of disclosure embodied in 37 C.F.R.1 .56, Applicant wishes to bring to 
the attention of the Examiner the following patents, publications and/or other information listed on 
the enclosed PTO Form PTO/SB-08A and/or PTO/SB-08B. This information has not been 
previously submitted in this application, and has not been heretofore cited by the Examiner. Copies 
of cited items are enclosed in accordance with 37 C.F.R. § 1.98. 

In addition to other art identified herein, applicant has determined that a prior art 
device marketed by Bayer Corporation under the trademark GLUCOMETER ELITE® was 
being sold more than a year before the earliest priority date for this application, and therefore 
constitutes prior art under § 102(b). Below is a picture of the Glucometer Elite product, and 
an actual sample of the device is attached hereto on the right side of the below picture. Also 
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presented on the following page are additional views of the Elite product, including an 
exploded view showing what are believed to be 7 distinct components of the strip. 

Applicant submits these materials in a good faith effort to enable the patent examiner 
to understand the construction of the Glucometer Elite product, and applicant believes the 
depictions to be accurate. If there are differences between these depictions and the actual 
Glucometer Elite device, it is believed that they would not exist as to issues relating to 
consideration of the Glucometer Elite device as prior art to the present invention, as further 
explained below. 

The Glucometer Elite product is an electrochemical test strip including a pair of 
electrodes received at the interior end of a capillary channel. The channel extends inwardly 
from a sample application port at the perimetric edge of the test strip. The Glucometer Elite 
device includes several layers, including a spacer and a top cover. It appears clear that the 
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BEST AVAILABLE COPY 



spacer and top cover are 
| GLUCOMETER ELITE 




both transparent materials, as the components underneath these layers are visible. For 
example, the electrodes, the carbon layer, and the dielectric (which shields portions of the 
electrodes from the capillary channel) are all located below the spacer, and yet all are visible 
in the assembled test strip. 

To the extent that the Glucometer Elite product includes opacity, it is in components 
that lay below the spacer which defines the capillary channel. More importantly, there is 
nothing in the Glucometer Elite test strip which comprises opaque portions or colored 
portions which distinguish the capillary fill channel from other parts of the test strip. Thus, 
when blood is dosed to the Glucometer Elite strip, the user would be able to see blood moving 
into the strip, but would not be able to tell if it was filling the capillary channel or some lesser 
portion of the interior of the strip. 
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The Glucometer Elite test strip fails to provide opaque and/or colored portions which 
define a viewing area that confirms sufficient filling of the test strip when that viewing area 
has been filled with the blood sample. The opaque portions of the Glucometer Elite strip are 
not aligned with the sides of the capillary. 

Applicant is also re-submitting prior art previously submitted in Applicant's Second 
Supplemental Information Disclosure Statement filed November 29, 2005. In said Second 
Supplemental Information Disclosure Statement, Applicant incorrectly stated that the 
Statement was being submitted before the first Office Action on the Merits. This was an 
erroneous statement (three Office Actions had been issued in the application), occurred as a 
result of a clerical error and was made without deceptive intent. It is noted that the second 
reason given in the Second Supplemental Information Disclosure Statement for no fee being 
due (that the references were first cited in a communication from a foreign patent office in a 
counterpart foreign application not more than three months prior) was accurate. Applicant is 
therefore re-submitting the references from the Second Supplemental Information Disclosure 
Statement in order to correct the record regarding the unintentional misstatement. 

Applicant is also re-submitting prior art previously submitted in Applicant's Third 
Supplemental Information Disclosure Statement filed April 7, 2006. In said Third 
Supplemental Information Disclosure Statement, Applicant incorrectly stated that the 
Statement was being submitted before the first Office Action on the Merits. This was an 
erroneous statement (three Office Action had been issued in the application), occurred as a 
result of a clerical error and was made without deceptive intent. Applicant is therefore re- 
submitting the references from the Third Supplemental Information Disclosure Statement in 
order to correct the record regarding the unintentional misstatement and to pay the fee 
required under 37 C.F.R. §1.1 7(p). 
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The identified information, taken alone or in combination with other art, provides 
information relating to the subject matter of the invention, but fails to teach, disclose or 
suggest the present invention. The filing of this Information Disclosure Statement shall not be 
construed as an admission that the information cited is, or is considered to be, material to 
patentability as defined in § 1.56(b). 

This Statement is being submitted more than three months after the filing date of the 
application and after the mailing of the first Office Action on the merits, but before the 
mailing of a final action under § 1.1 13 or a Notice of Allowance under S 1.31 1. 

It is respectfully submitted that, because prosecution of the present application on the 
merits has not yet been closed, the information submitted herewith must be considered by the 
Examiner. See 37 C.F.R. §1.97 and MPEP §609.04(bXH). 

In accordance with § 1.97(c), the Commissioner is authorized to charge the fee as set 
forth in § 1.1 7(p) to the undersigned's credit card. The United States Patent and Trademark 
Office is authorized to charge any deficiency or credit any refund to Deposit Account No. 
23-3030, but not to include any payment of issue fees. 

Respectfully submitted, 




Thomas Q. Henry, Reg. No. 28,3J 
Woodard, Emhardt, Moriarty, 

McNett & Henry LLP 
1 1 1 Monument Circle, Suite 3700 
Indianapolis, Indiana 46204-5137 
(317) 634-3456 
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